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This is in response to the appeal brief filed on August 25, 2005 appealing from the 
Office action mailed on February 25, 2005. 

(1) Real Party in Interest 

A statement identifying by name the real party in interest is contained in the brief. 

(2) Related Appeals and Interferences 

The Examiner is not aware of any related appeals, interferences, or judicial 
proceedings which will directly affect or be directly affected by or have a bearing on the 
Board's decision in the pending appeal. 

(3) Status of Claims 

The statement of the status of claims contained in the brief is correct. 

(4) Status of Amendments After Final 

The Appellants' statement of the status of amendments after final rejection 
contained in the brief is correct. 

(5) Summary of Claimed Subject Matter 

The summary of claimed subject matter contained in the brief is deficient. 37 
CFR 41.37(c)(1)(v) requires the summary of claimed subject matter to include: (1) a 
concise explanation of the subject matter defined in each of the independent claims 
involved in the appeal, referring to the specification by page and line number, and to 
the drawing, if any, by reference characters and (2) for each independent claim 
involved in the appeal and for each dependent claim argued separately, every 
means plus function and step plus function as permitted by 35 U.S.C. 112, sixth 
paragraph, must be identified and the structure, material, or acts described in the 
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specification as corresponding to each claimed function must be set forth with 
reference to the specification by page and line number, and to the drawing, if any, by 
reference characters. The brief is deficient because Appellants state, in their 
summary of the claimed subject matter, that, in their method of detecting antibiotic 
residues in food or animal-derived samples, the step of inactivating any natural 
disturbing compound in a sample may occur by contacting the sample with a 
thickening agent. Such a method is not claimed. Claim 2 recites that, further to the 
method of claim 1 , the sample is contacted with a thickening agent. Neither claim 2 
or any other claim recites how contacting the sample with a thickening agent in 
addition to the steps of claim 1 inactivates any natural disturbing compound in a 
sample. 

(6) Grounds of Rejection to be Reviewed on Appeal 

The Appellants' statement of the grounds of rejection to be reviewed on appeal is 
substantially correct. The change is as follows: in part 5, whether or not claims 1-10 
and 14-16 are obvious over Gist-Brocades or Lameris et al. in view of Charm et al. 

(7) Claims Appendix 

The copy of the appealed claims contained in the Appendix to the brief is correct. 

(8) Evidence Relied Upon 

US 5,354,663 Charm et al. 1 0-1 994 

EP 005891 Gist-Brocades NV 12-1979 

US 3,941 ,658 Lameris et al. 3-1 976 
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(9) Grounds of Rejection 

The following grounds of rejection are applicable to the appealed claims: 
Claims 1-10 and 16 stand rejected under 35 U.S.C. 102(b) as being anticipated 
by Charm et al. Charm et al. disclose a method for the determination of the presence of 
antimicrobial drugs in samples, the method comprising placing a sample into a 
container and heating the sample to a temperature of about 100° C for one to five 
minutes, a temperature and time sufficient to destroy at least some of the natural 
inhibitors in the sample (see col. 3, lines 32-39). The method further comprises adding 
a test (test organism, i.e., a tablet of Bacillus stearothermophilus, the same organism as 
Appellants' test organism) to the sample, heating the mixture of the sample and the test 
to about 100° C for 0.1 to two minutes (see col. 3, lines 50-53), and incubating the 
mixture containing the sample and the test to determine whether or not microbial growth 
occurs (see col. 3, lines 32-68). The method also includes adding a thickening agent to 
the mixture, as a component of a medium tablet, to increase the sensitivity of the test 
(see col. 2, line 66, to col. 3, line 1 1) or as a component of the test organism tablet. The 
thickening agent is a cellulose-type of material, such as ethylcellulose or propylcellulose 
(see col. 2, lines 23-29). Thus, a holding of anticipation is required. 

Claims 1-3, 5, 8-10 and 16 stand rejected under 35 U.S.C. 102(b) as being 
anticipated by Gist-Brocades N.V. et al. Gist-Brocades discloses reagents and a 
method for the determination of antibiotic residues in biological samples (e.g., milk, 
meat juice, serum or urine) in which nutrients necessary for the growth of an indicator 
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microorganism are added to an agar sample (a thickening agent) (see p. 2, lines 10-29, 
and p. 3, lines 18-34). A test indicator organism and a biological sample are then added 
to the container with the agar, and, following incubation of the microorganism, the 
presence or absence of growth is determined (see p. 3, line 18, to p. 5, line 30). The 
organisms disclosed by Gist Brocades on p. 4 are preferably thermophilic spore-forming 
bacteria, such as Bacillus stearothermophilus, var. calidolactis, that are preferably 
incubated at about 60° C to avoid interference by other microorganisms present in the 
sample (see p. 1, lines 18-20). The samples are incubated with the test for VA to 4 
hours. Thus, in the method of Gist-Brocades, natural disturbing compounds in the 
sample are inactivated by heating after the sample is contacted with the test (exposure 
to 60° C for an extended period of time). The method of claims 1-3, 5, 8-10 and 16 
does not require any particular temperature for any step, or that any two or any three 
steps of claim 1 be performed at different temperatures. Thus, a holding of anticipation 
is required. 

Claims 1-3, 5, 6, 8-10 and 16 stand rejected under 35 U.S.C. 102(b) as being 
anticipated by Lameris et al., who disclose reagents and a method for determining the 
presence of antimicrobial residues in samples, in which the test method includes placing 
a sample into a vessel containing a test organism and a nutrient medium and heating 
the mixture without preheating the sample separately (see col. 4, lines 22-36, and col. 5, 
lines 15-55. It is not necessary to preheat the sample to inactivate interfering 
substances, as they normally do not diffuse into an agar medium. The test vessel is 
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then incubated at about 55 to 70°C for about VA to 4 hours. See col. 3, line 53, to col. 
6, line 2, in particular col. 4, lines 22-36, and col. 5, lines 34-39 and 62-67, which teach 
that pre-incubating the sample before adding it to the test is possible (to shorten the 
total testing time) but not required. Here as well, natural disturbing compounds in the 
sample are inactivated by heating after the sample is contacted with the test (exposure 
to 70° C for an extended period of time). The method of claims 1-3, 5, 8-10 and 16 
does not require any particular temperature for any step, or that any two or any three 
steps of claim 1 be performed at different temperatures. Claim 6 recites that step (ii) of 
claim 1 is performed at a temperature of 70-100° C. Thus, a holding of anticipation is 
required. 

Claims 1-10 and 14-16 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gist-Brocades N.V. et al. in view of Charm et al. The teachings of 
Gist-Brocades and Charm et al. are discussed above. Gist-Brocades does not disclose 
heating the mixture of the test organism and the food or animal-derived sample to a 
temperature higher than the incubation temperature to destroy natural inhibitors in the 
sample. Charm et al., however, as discussed above, disclose heating the sample to a 
temperature sufficiently high to destroy natural inhibitors either before or after the test 
organism is added to the sample (see column 3, lines 32-53). It would have been 
obvious to one of ordinary skill in the art at the time that the invention was made to 
modify the method of Gist-Brocades by heating the mixture to a temperature above the 
incubation temperature, and then reducing the temperature to the incubation 
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temperature before the incubation step, because Charm et al. teach the desirability of 
heating the biological samples to be tested before performing the test to inactivate 
inhibitors that interfere with the test and yield false results. The skilled artisan would 
have recognized that the accuracy of test results would have been improved by first 
heating the mixtures to a temperature above the incubation temperature to inactivate 
any natural inhibitors and then incubating the mixtures at a desirable incubation 
temperature. As noted in the final Office action, the teachings of Lameris et al. are 
similar to those of Gist-Brocades (both disclosures are by employees of Gist-Brocades). 
Lameris et al. disclose a slightly broader temperature range at which the method may 
be performed, 55-70° C. Thus, a holding of obviousness is required. 

(10) Response to Argument 

1. Appellants' Terminal Disclaimer has been approved. Accordingly, the double 
patenting rejection is withdrawn. 

2. Anticipation over Charm et al. 

Appellants assert that the steps of claim 1 must be performed in the order 
written. Nevertheless, as noted above, Charm et al. disclose that the food or animal- 
derived sample may be heated with or without the test organism to inactivate any 
natural disturbing compound in the sample. During the second heating step, no 
interaction or reaction occurs between the test organism and the sample. It is plain that 
heating serves both to heat-shock the test organism (present as spores) and to 
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inactivate any natural disturbing compound in the sample. Further, the open comprising 
language of the claims does not exclude additional steps, such as a second inactivating 
step. Whether the sample is heated once or twice before incubating it with the test 
organism, the result is the same. Appellants have not shown that the absence of a 
second inactivating step produces a different result. Both Charm et al. and Appellants 
perform the same steps in their methods and achieve the same result. 

3. Anticipation over Gist-Brocades 

As evidence that the reference does not anticipate the claimed invention, 
Appellants cite the results of their Example 1 . But, the claims recite inactivating any 
natural disturbing compound in the sample, that is, any one compound. Claims 1-3, 5, 
8-10 and 16 do not recite any temperature limitations. Consequently, the method as 
claimed is anticipated by the method of Gist-Brocades. Gist-Brocades, which issued as 
a European patent on January 4, 1984, claims a method of making a product that tests 
for the presence of antibiotics in biological liquids. This product has been sold 
commercially since the seventies. If the method of Gist-Brocades did not result in the 
inactivation of any natural disturbing compounds in the samples, the method of using 
the product would not work, and the product would not have made it to market. 
Appellants argue differences that are not in the claims. 

Appellants note the results of their Example 1 , in which liquid squeezed from a 
portion of kidney tissue called a "rosette," referred to by Appellants as "pre-urine," was 
tested from a group of seven cows who had not received antibiotics. When incubated 
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with the test organism and the test medium, the test organism did not grow in 4 out of 7 
sets of samples after 185 minutes at 64° C. Upon continued incubation, the test 
organism did not grow in 2 out of 7 sets of samples after 200 minutes at 64° C. 
Incubation was not continued beyond 200 minutes. When the seven sets of samples 
were incubated for 10 minutes at 80° C and 175 minutes at 64° C, the test organism 
grew in all the samples. Appellants' procedure appears to give better results with "pre- 
urine" samples, because the growth of the test organism could be determined more 
quickly, and the results are not ambiguous. But, the test procedure of Gist-Brocades is 
designed for milk, meat, blood and urine samples, milk in particular (see p. 1, lines 24- 
29), and the incubation period may be as long as four hours (240 minutes). Appellants 
have tested only one type of biological sample. Thus, Appellants have not entirely 
reproduced the method of Gist-Brocades using the samples for which the method is 
intended. It is possible that, in Appellants' method, one natural disturbing compound is 
destroyed before incubation. But, because data from only one type of "pre-urine" 
sample is presented, this experiment does not demonstrate that, in Appellants' method, 
every type of natural disturbing compound present in every type of sample is destroyed, 
while, in the method of Gist-Brocades, no natural disturbing compounds are destroyed 
in the food or biological samples. 

Appellants state that there is a conclusion that any natural disturbing compounds 
are inherently destroyed before incubation. It is Appellants who have come up with the 
idea that something in the cited reference is inherent, and they cannot reason 
otherwise. Examiner has never said that anything in any reference was inherent. As 
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noted above, this rejection was made because the claim language does not distinguish 
Appellants' invention over Gist-Brocades. Appellants 1 insistence that something is 
inherent is a distraction and does not serve to overcome the rejection at hand. 

Nevertheless, Gist-Brocades discloses that the test organism is selected to be a 
thermophilic strain or species of Bacillus, an organism with an optimal growth 
temperature of 60° C (see p. 1, lines 17-20, and p. 4, in particular lines 26-31). At this 
temperature, other microorganisms do not grow. Thus, their growth and the formation 
of whatever products they secrete are inhibited and do not interfere with the growth of 
the test organism. This inactivation is disclosed by Gist-Brocades. 

4. Anticipation over Lameris et al. 

Similarly to the rejection over Gist-Brocades, the rejection over Lameris et al. is 
maintained because the claims recite inactivating any natural disturbing compound in 
the sample, that is, any one compound. Claims 1-3, 5, 8-10 and 16 do not recite any 
temperature limitations. Claim 6 recites that claim 1, step (ii), is performed at 70-100° 
C. Consequently, the method as claimed is anticipated by the method of Lameris et al. 
Lameris et al. disclose a method and product that test for the presence of antibiotics in 
biological liquids. These were designed as an improvement over existing products and 
methods (see col. 1 and col. 9, Example III). If the method of Lameris et al. did not 
result in the inactivation of any natural disturbing compounds in the samples, the 
method would not work. But, the method does work, as shown in the Table in Example 
III. Thus, Lameris et al. disclose that inactivation of at least one natural disturbing 
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compound occurs so that the test organism can grow to a detectable level within the 
incubation time and provide meaningful information. Appellants argue differences that 
are not in the claims. As for Appellants' statement that "the inactivating step must be 
inherent in the disclosure,' 1 that statement is original to Appellants. 

Appellants state that in a telephonic interview the Examiner said that 70° C would 
inactivate anything in any sample under any conditions. Examiner must disagree. 
What was stated was that 70° C in Lameris et al. inactivated at least one interfering 
substance. The mischaracterization of Examiner's remark is not correct and goes 
beyond what was actually said. 

5. Obviousness over Gist-Brocades or Lameris et al. in view of Charm et al. 

Appellants assert that because of their arguments against Charm et al. and Gist- 
Brocades above, a case for prima facie obviousness has not been established. In reply, 
the rejection is the combination of these teachings. Appellants' attorney is well aware 
that a rejection under 35 USC §103 may not be argued piecemeal. As discussed 
previously, Gist-Brocades discloses a method of detecting antibiotic residues in 
samples in which a sample, a test organism and a growth medium for the test organism 
are combined. The mixture is heated to a temperature at which other microorganisms 
do not grow and which causes the test organism, present as spores, to germinate. 
Additional time at this temperature allows the test organism to grow. Charm et al. 
provide the motivation for heating the sample to a temperature above that of the 
incubation temperature for a brief period, because Charm et al. disclose that 
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substances that inhibit the growth of the test organism may be present in the sample. 
Heating to that higher temperature for a brief period (one to five minutes, or 0.1 - 2 
minutes) destroys the inhibiting substances, thereby improving the sensitivity of the test. 
As noted above, Charm et al. teach that the sample may be heated with or without the 
test organism. For example, the sample may be heated for 1.9 minutes without the test 
organism and for 0.1 minutes with the test organism, or it may be heated for one minute 
without the test organism and for one minute with the test organism. In either case, the 
sample is heated for two minutes at the higher temperature, and the test organism is 
heat shocked. Appellants assert that neither Charm et al. nor Gist-Brocades provide a 
reasonable expectation that any natural disturbing compound would be inactivated by 
heating the sample and test to 100° C. Charm et al. certainly do provide this 
expectation. 

Charm et al. use an inactivating temperature of 1 00° C, for a total time of 1 .1 - 7 
minutes, while Appellants use an inactivating temperature of 75 - 85°C for 10 - 20 
minutes, but Appellants note in the specification that "any other temperature/time 
treatment, which is sufficient to obtain said effects, can be used" (see p. 8, lines 15-17). 
It would have been obvious to one of ordinary skill in the art that, in a heat inactivation 
step, compared to heating at a particular temperature for a particular length of time, 
heating at a lower temperature for a longer period of time would also have achieved 
heat inactivation, especially in a biological system where the lower temperature is such 
that biological activities do not occur and proteins are denatured. 
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Appellants assert that the omission of a step and the retention of its function is an 
indicium of unobviousness, and they cite MPEP §2144.04 II (b). In reply, MPEP 
§2144.04 discusses legal precedents as a source of supporting rationale. Legal 
precedents are one factor to be considered in a determination of obviousness if the 
case or cases are on point, and this section of the MPEP notes that if the facts in a prior 
legal decision are similar to those of a particular application, the examiner may use the 
same rationale as the court. This section also notes that if an applicant has 
demonstrated the criticality of a specific limitation, it would not be appropriate to rely 
solely on case law as the rationale to support an obviousness rejection. Appellants 
have not demonstrated the criticality of any claim limitation. Thus, case law should not 
be relied upon as a sole factor in a determination of obviousness or unobviousness. 
Appellants have also not demonstrated the omission of an element and the retention of 
function. Compared to Charm et al., the samples in each method are treated the same 
way. They are contacted with a test organism, and any natural disturbing compound 
capable of inhibiting the test organism, present in the contacted sample and in the test 
organism is inactivated. There is no omitted element, and function and effect are 
retained. Thus, the preponderance of the evidence in the instant application indicates 
that the claimed invention is an obvious modification of the combination of the teachings 
of Charm et al. and Gist-Brocades. Similarly, as previously discussed, the 
preponderance of the evidence indicates that the claimed invention is obvious 
modification of the combination of the teachings of Charm et al. and Lameris et al. 
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Additionally, Appellants assert that the Examiner stated that Charm et al. provide 
motivation to raise the incubation temperature in Gist-Brocades from 60 to 100° C. But, 
Appellants note that a skilled artisan would not be motivated to do so and that Charm et 
al. provide no motivation to do so. Firstly, what Appellants assert does not appear in 
any Office action. This remark in incorrect and a distraction from the rejection at hand. 
Secondly, the Examiner also thinks that one of ordinary skill in the art would not be 
motivated to incubate a microorganism at 100° C, as boiling an object in water is a 
method of sterilization. Thirdly, Charm et al. disclose an incubation temperature of 
about 65°C. Thus, at most, Charm et al. provide motivation for increasing the 
incubation temperature from 60 to 65° C. 

Appellants assert that their experimental results are unexpected. On the 
contrary, these results are completely expected, because, as discussed above, Charm 
et al. disclose that food samples, such as raw and pasteurized milk, may contain natural 
inhibitors that, when heated to 100° C for one to five minutes, are destroyed, and 
destroying these inhibitors improves the sensitivity of the testing method. Appellants 
have not compared their results to those obtained by practicing the method of Charm et 
al. There is no need to do so, however, because, as Charm et al. teach the same 
process, the results would be the same. 

Conclusion 

Accordingly, it is considered that claims 1-10 and 14-16 on appeal are 
unpatentable for being anticipated and obvious as a whole to one of ordinary skill in the 
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art at the time the claimed invention was made, as established by the references. 
Appellants' arguments and evidence fail to persuade otherwise. Therefore, it is 
submitted that the decision of the Examiner is sound and should be sustained. 



Respectfully submitted, 
Rosanne Kosson 
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